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after any drill or exercise and after any
incident.

[70 FR 13284, Mar. 18, 2005, as amended at 73
FR 61331, Oct. 16, 2008; 77 FR 61080, Oct. 5,
2012]

§121.13 Restricted experiments.

(a) An individual or entity may not
conduct, or possess products (i.e., select
agents that are not known to acquire a
drug resistance trait naturally, if such
acquisition could compromise the con-
trol of disease agents in humans, vet-
erinary medicine, or agriculture, or re-
combinant and/or synthetic nucleic
acids containing genes for the bio-
synthesis of select toxins lethal for
vertebrates at an LD[50] <100 ng/kg
body weight) resulting from, the fol-
lowing experiments unless approved by
and conducted in accordance with the
conditions prescribed by the Adminis-
trator:

(b) Restricted experiments: (1) Experi-
ments that involve the deliberate
transfer of, or selection for, a drug re-
sistance trait to select agents that are
not known to acquire the trait natu-
rally, if such acquisition could com-
promise the control of disease agents
in humans, veterinary medicine, or ag-
riculture.

(2) Experiments involving the delib-
erate formation of synthetic or recom-
binant nucleic acids containing genes
for the biosynthesis of select toxins le-
thal for vertebrates at an LD[50]<100
ng/kg body weight.

(c) The Administrator may revoke
approval to conduct any of the experi-
ments in paragraph (b) of this section,
or revoke or suspend a certificate of
registration, if the individual or entity
fails to comply with the requirements
of this part.

(d) To apply for approval to conduct
any of the experiments in paragraph (b)
of this section, an individual or entity
must submit a written request and sup-
porting scientific information. A writ-
ten decision granting or denying the
request will be issued.

[70 FR 13284, Mar. 18, 2005, as amended at 73
FR 61331, Oct. 16, 2008; 77 FR 61080, Oct. 5,
2012]

§121.14

§121.14 Incident response.10

(a) An individual or entity required
to register under this part must de-
velop and implement a written inci-
dent response plan!! based upon a site
specific risk assessment. The incident
response plan must be coordinated with
any entity-wide plans, kept in the
workplace, and available to employees
for review.

(b) The incident response plan must
fully describe the entity’s response pro-
cedures for the theft, loss, or release of
a select agent or toxin; inventory dis-
crepancies; security breaches (includ-
ing information systems); severe
weather and other natural disasters;
workplace violence; bomb threats and
suspicious packages; and emergencies
such as fire, gas leak, explosion, power
outage, and other natural and man-
made events.

(c) The response procedures must ac-
count for hazards associated with the
select agent or toxin and appropriate
actions to contain such select agent or
toxin, including any animals (including
arthropods) or plants intentionally or
accidentally exposed to or infected
with a select agent.

(d) The incident response plan must
also contain the following information:

(1) The name and contact informa-
tion (e.g., home and work) for the indi-
vidual or entity (e.g., responsible offi-
cial, alternate responsible official(s),
biosafety officer, etc.);

(2) The name and contact informa-
tion for the building owner and/or man-
ager, where applicable;

(3) The name and contact informa-
tion for tenant offices, where applica-
ble;

(4) The name and contact informa-
tion for the physical security official
for the building, where applicable;

(5) Personnel roles and lines of au-
thority and communication;

(6) Planning and coordination with
local emergency responders;

10Nothing in this section is meant to su-
persede or preempt incident response re-
quirements imposed by other statutes or reg-
ulations.

11Technical assistance and guidance may
be obtained by contacting APHIS.
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